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DETAILED ACTION 

This office action is responsive to the preliminary amendment filed on April 21 , 
2006. As directed by the amendment: no claims have been amended, claims 27-36, 49, 
50, 54, 58, 59, and 66-74 have been canceled, and no new claims have been added. 
Thus, claims 1-26, 37-48, 51-53, 55-57, and 60-65 are presently pending in the 
application. 

Claim Rejections - 35 USC §112 

1 . The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

2. Claims, 37-42 and 51-57 are rejected under 35 U.S.C. 112, second paragraph, 
as being indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. 

3. Claim 37 recites the limitation "the elongate channel" in line 8. There is 
insufficient antecedent basis for this limitation in the claim. 

4. Claim 42 recites the limitation "the hook member curvilinear portion" in lines 1-2. 
There is insufficient antecedent basis for this limitation in the claim. 

5. Claim 51 recites the limitation "the associated floor sealant material" in lines 8-9. 
There is insufficient antecedent basis for this limitation in the claim. 

6. Claims 38-42 and 52-57 are rejected based on their dependency to rejected 
claims 37 and 51 . 



Claim Rejections - 35 USC § 102 
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7. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in 
public use or on sale in this country, more than one year prior to the date of application for patent in 
the United States. 

8. Claims 1-4, 8, 12-14, 16, and 21 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Mecikalski et al. (US Patent No. 5,492,1 12). 

9. As to claim 1 , Mecikalski discloses a multi-dose drug containment system 
package (Fig. 38-41 ) comprising: a support member 421 comprising a plurality of 
spaced apart drug compartments 422, each drug compartment having a sealant 
material (the material used for the pull tab 426 seals the blister 422) detachably sealed 
thereto; and a plurality of spaced apart tab members 426, a respective tab member 426 
attached to a portion of sealant material that extends over one or more drug 
compartments, wherein a respective tab member 426 is operatively associated with at 
least one drug compartment (col. 10, In. 65 -col. 11, In. 7). 

1 0. As to claim 2, Mecikalski discloses a meted dose of dry powder disposed in each 
drug compartment (col. 1 1 , In. 1 ). 

11. As to claim 3, Mecikalski discloses that the tab members comprise loop members 
426 (see Fig. 41) disposed proximate an outermost edge portion of the support member 
421 (see Fig. 38). 

12. As to claim 4, Mecikalski discloses that the support member 422 is generally 
shaped as a disk and has a generally rigid elastomeric body (plastic, col. 1 1 , In. 3). 
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1 3. As to claim 8, Mecikalski discloses that the loop members 426 extend generally 
downwardly in position in an inhaler (see Fig. 41). 

14. As to claim 12, Mecikalski discloses that the support member 421 (Fig. 38-41) is 
a unitary generally rigid elastomeric (plastic) body with opposing upper (blister side) and 
lower (flat side) primary surfaces and a plurality of cavities 422 formed therein, the 
cavities 422 being open at the lower primary surface (see Fig. 41) and defining the drug 
compartments (col. 11, In. 1-9). 

1 5. As to claim 1 3, Mecikalski discloses that the upper primary surface of the support 
member 421 (Fig. 38-41 ) defines a closed generally planar ceiling over all of the cavities 
422 (Fig. 38 shows that the shape is generally planar). 

16. As to claim 14, Mecikalski discloses the claimed invention as discussed in claims 
3 and 8 above, including that the sealant material 426 of each drug compartment 422 is 
attached to the lower primary surface of the support member 421 

17. As to claim 16, Mecikalski discloses that the sealant material is configured as a 
plurality of sealant material strips one of each of which is associated with a respective 
tab member 426 (see Fig. 38 which shows the tab members as being separate strips of 
sealant material). 

18. As to claim 21 , Mecikalski discloses that the loop members 426 extend generally 
horizontally in operative position in an inhaler (see Fig. 41, the tabs are pulled 
horizontally). 

19. Claim 26 is rejected under 35 U.S.C. 102(b) as being anticipated by Abrams et 
al. (US Patent No. 5,694,920). 
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20. Abrams discloses a dry powder inhaler (Fig. 1A, Fig. 3A) comprising: an elongate 
chamber 15 having opposing first (left end in Fig. 1A) and second (right end in Fig. 1A) 
end portions, a floor (bottom surface) and a ceiling (top surface) with dry powder entry 
window 34, the first end portion merging into an inhaler mouth port 14 and the second 
end portion merging into an air inlet port 16 such that the mouth and air inlet ports are in 
fluid communication; a vibrator 54 operatively associated with a portion of the elongate 
chamber; and a multi-dose dry powder package 20 comprising a plurality of spaced 
apart discrete meted amounts of particulate dry powder in respective sealed drug 
compartments 44 (col. 5, In. 18-30). 

21 . Claims 51 and 52 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Eisele et al. (US Patent Publication 2002/0040713). 

22. Eisele discloses a multi-dose dry powder inhaler (Fig. 1 , Fig. 2), comprising: an 
inhaler having a housing body 32 with a mouthpiece port 34 (paragraph [0029], 1-6) and 
a spaced apart air inlet port 126 (Fig. 5) disposed upstream thereof paragraph [0033], 
In. 3-9); a multi-dose dry powder package (Fig. 20) held in the inhaler, the package 
comprising a plurality of spaced apart drug compartments 44 with a meted amount of 
dry powder drug held therein, each compartment operatively associated with a tab 
member 196, held in the inhaler (paragraph [0037], In. 1-8); a hook member 148 (Fig. 
18) disposed in the inhaler to translate between forward and rearward positions to 
engage a target tab member 196 and pull thereon, thereby selectively pulling an 
associated floor sealant material 1 92 off of at least one drug compartment 44 during 
operation (paragraph [0042], In. 1-9); and that the package (Fig. 20) comprises a unitary 
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dry powder package body 190 (Fig. 20) comprising opposing top and bottom primary 
surfaces with a plurality of spaced apart wells 44 having a depth formed therein, a 
respective well 44 defining at least a portion of a respective drug compartment 44; and 
a detachable floor sealant material 192 extending across each drug compartment and 
sealably attached to the bottom primary surface of the dry powder package body 190 to 
capture the dry powder in a respective drug compartment 44, wherein the tabs 196 are 
configured as generally downwardly extending spaced apart tabs attached to an 
outermost edge portion of a portion of the floor sealant material 192 proximate at least 
one drug compartment 44 (paragraph [0037], In. 1-8). 

Claim Rejections - 35 USC § 103 

23. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

24. Claim 6 is rejected under 35 U.S.C. 102(b) as anticipated by Mecikalski et al. or, 
in the alternative, under 35 U.S.C. 103(a) as obvious over Mecikalski et al. in view of 
Davies et al. (US Patent No. 7,278,424). 

25. It appears that Mecikalski discloses that the loop member 426 (Fig. 41 ) is 
configured with a closed perimeter about an aperture (the aperture being the cavities 
hole of the blister 422 which is closed by the sealant material around its perimeter). 
However, even if Mecikalski does not disclose that the loop member is configured with a 
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closed perimeter about an aperture, Davies teaches a tab member 130 (Fig. 2a) which 
includes a loop member 150 configured with a closed perimeter about an aperture (D- 
shaped perforation, col. 6, In. 14-18) and it would have been obvious to one of ordinary 
skill in the art at the time the invention was made to modify the system of Mecikalski to 
include the loop members with a closed perimeter about an aperture as taught by 
Davies in order to facilitate grasping by a user's finger. 

26. Claim 1 9, 20, 24, and 25 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Mecikalski et al. 

27. As to claim 19 and 20, Mecikalski discloses the claimed invention except that the 
plurality of drug compartments is at least 60 or between 90 and 120. However, 
choosing the number of drug compartments is a design consideration and it would have 
been obvious to one of ordinary skill in the art at the time the invention was made to 
modify the system of Mecikalski to include at least 60 (or between 90 and 120) drug 
compartments in order to provide a suitable amount of doses to treat a particular 
patient's needs. 

28. As to claims 24 and 25, Mecikalski discloses the claimed invention, including that 
the drug containment system is disposable (col. 1 1 , In. 49-51 ), but does not disclose 
that the support member has a width and length of about 4.5 inches or less or that the 
cavities have a thickness that is less than about 0.25 inches. However, choosing the 
particular size of the support member and cavities is a design consideration and it would 
have been obvious to one of ordinary skill in the art at the time the invention was made 
to modify the system of Mecikalski to have a support member with a width and length 
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less than or equal to 4.5 inches and cavities with a thickness less than about 0.25 
inches in order to provide a suitably sized system to contain a certain number of doses 
of a prescribed sized to suit a patient's needs, while providing a compact system. 

29. Claims 5, 7, and 9 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Mecikalski et al. in view of Petricca (US Patent Publication 2005/0183971). 

30. Mecikalski discloses the claimed invention except that the tab member comprises 
an elastomeric material, the sealant material comprises a foil, and the tab member has 
increased structural rigidity relative to the sealant material and less structural rigidity 
than the support member. However, Petricca teaches a tab member made of an 
elastomeric material attached to a sealant material comprising a foil (an elastomeric tab 
would have an increased structural rigidity relative to a foil sealant material, paragraph 
[0045], In. 1-17). Therefore, it would have been obvious to one of ordinary skill in the art 
at the time the invention was made to modify the system of Mecikalski to include foil as 
the material for the sealant material and elastomeric tab member in order to provide a 
suitable peelable material to seal the cavities from the outside environment and to 
provide a means to facilitate peeling of the sealant material, respectively. Furthermore, 
Mecikalski discloses that the support member can be made of metal, which would have 
increased structural rigidity relative to an elastomeric tab member. 

31. Claims 10, 1 1 , 17, 18, 22, and 23 rejected under 35 U.S.C. 103(a) as being 
unpatentable over Mecikalski et al. in view of Johnson et al. (US Patent Publication 
2003/0075172). 
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32. As to claims 10, 11, 17 and 18, Mecikalski discloses the claimed invention except 
that each tab member is operatively associated with a first and second drug 
compartment, each drug compartment holding a different meted drug. However, 
Johnson teaches a support member 90 with a first 98a and second 98b drug 
compartment, each holding a different drug (Fig. 5A-5C, paragraph [0086], In. 1-7). 
Therefore, it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to modify the system of Mecikalski to include a first and second 
drug compartments in the support member as taught by Johnson in order to 
simultaneously deliver two drugs to a patient. The modified system of Mecikalski now 
discloses that each tab member is operatively associated with a first and second drug 
compartment. 

33. As to claim 22 and 23, the modified system of Mecikalski discloses the claimed 
invention including that the support member 421 has a generally circular profile (see 
Fig. 38 of Mecikalski), and that the drug compartments 422 comprise a first plurality of 
circumferentially spaced apart drug compartments about a substantially common first 
radius extending from a center of the support member 421 (see Fig. 38 of Mecikalski) 
and a second plurality of circumferentially spaced apart drug compartments disposed 
about a second substantially longer radius extending from the center (see Fig. 6A-6C of 
Johnson). 



34. Claim 15 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Mecikalski et al. in view of Margulies et al. (US Patent No. 4,294,361 ). 
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35. Mecikalski discloses the claimed invention except that the sealant material is a 
unitary layer and includes preferentially weakened release regions in communication 
with each tab member, the regions spanning selected neighboring pairs of drug 
compartments. However, Margulies teaches a unitary sealant material 14 (Fig. 1, Fig. 
3) with preferentially weakened release regions 30 in communication with respective tab 
members 22, the regions spanning selected pairs of drug compartments (see Fig. 1, col. 
2, In. 52-55). Therefore, it would have been obvious to one of ordinary skill in the art at 
the time the invention was made to modify the system of Mecikalski to include the 
unitary sealant material with weakened regions as taught by Margulies in order to 
increase ease of manufacturing by only needing to attach one piece of sealant material 
to the blister pack rather than several strips. 

36. Claims 26, 37-48, 53, and 65 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Eisele et al, in view of Abrams. 

37. As to claim 26, Eisele discloses the claimed invention as described in claims 51 
and 52 above including an elongate chamber 124 (Fig. 18) having first (inlet) and 
second (outlet) end portions, a floor (bottom surface) and a ceiling (top surface) with dry 
powder entry window (opening at top of chamber 124 through which dry powder falls), 
the first end portion merging into an inhaler mouth port 34 (Fig. 1) and the second end 
merging into an air inlet port 126 (Fig. 5, paragraph [0044], In. 1-8), but does not 
disclose a vibrator operatively associated with a portion of the elongate chamber. 
However, Abrams teaches a vibrator 54 in a dry powder inhaler (Fig. 3A, col. 5, In. 27- 
29). Therefore, it would have been obvious to one of ordinary skill in the art at the time 
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the invention was made to modify the inhaler of Eisele to include the vibrator as taught 
by Abrams in order to deaggregate the powder for better inhalation of the medication. 

38. As to claim 37, 38, 40, 41 and 43, Eisele discloses the claimed invention as 
discussed in claims 51 and 52 above, including that the hook member 148 (Fig. 18) is 
held generally horizontally below at least one dry powder package compartment 44 
proximate the elongate channel window (see Fig,. 18). 

39. As to claim 39, Eisele discloses that the hook member 148 (Fig. 18) is configured 
with an elongate primary portion B (see illustrated Fig. 18 below) that merges into a 
curvilinear secondary portion A that is disposed above the primary portion B, the 
secondary portion A having a forward edge portion C that faces the direction of the 
mouth port 34 (Fig. 1). 
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40. As to claim 42, Eisele discloses that the curvilinear portion A (see illustrated Fig. 
18 above) is disposed closer to the air inlet port 126 than the mouth port 34 (see Fig. 5). 

41 . As to claim 44, Eisele discloses that the tab members 196 are circumferentially 
spaced apart and attached about an outermost edge portion of the dry powder package 
(see Fig. 20) 

42. As to claim 45 and 46, Eisele discloses that the tab members 196 are configured 
as loop members and are configured with a closed loop perimeter surrounding an 
aperture 198 (see Fig. 20, paragraph [0037], In. 5-6). 
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43. As to claim 47 and 48, Eisele discloses a rotatable mouthpiece cover 40 (Fig. 2, 
paragraph [0029], In. 6-10). 

44. As to claim 53, the modified inhaler of Eisele discloses the claimed invention as 
described in claim 26 above. 

45. As to claim 65, the modified Eisele reference discloses the claimed invention as 
discussed in claims 26, 51 and 52 above, including a method operating an inhaler (Fig. 
1 of Eisele), comprising: moving at least one drug compartment 44 (Fig. 20) held on a 
dry powder package 190 into a dispensing position above a dry powder entry window 
124 (Fig. 18) in an inhaler (paragraph [0046], In. 9-12), engaging a tab 196 (Fig. 20) 
extending generally downwardly from a portion of the floor sealant material 192; pulling 
the tab 196 to concurrently pull the floor sealant material 192 off of at least one drug 
compartment 44 (paragraph 0042], In. 1-1-9); releasing dry powder from the at least one 
drug compartment 44 into a target inhalation flow path 120 (paragraph [0044]), In. 1-8); 
and vibrating the dry powder in the flow path (via vibrator 54 in Fig. 3A of Abrams). 

46. Claims 55, 56, and 60-64 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Eisele et al, in view of Johnson. 

47. As to claim 55 and 56, Eisele discloses the claimed invention except that each 
tab member is operatively associated with a neighboring first and second drug 
compartment, the neighboring first and second drug compartments comprise a different 
meted drug. However, Johnson teaches a support member 90 with neighboring first 
98a and second 98b drug compartments, each holding a different drug (Fig. 5A-5C, 
paragraph [0086], In. 1-7). Therefore, it would have been obvious to one of ordinary 
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skill in the art at the time the invention was made to modify the system of Eisele to 
include a first and second drug compartments in the support member as taught by 
Johnson in order to simultaneously deliver two drugs to a patient. The modified system 
of Eisele now discloses that each tab member is operatively associated with a first and 
second drug compartment. 

48. As to claim 60, 61 , 62, and 63, the modified inhaler of Eisele discloses the 
claimed invention including that the support member 190 has a generally circular profile 
(see Fig. 20 of Eisele), and that the drug compartments 44 comprise a first plurality of 
circumferentially spaced apart drug compartments about a substantially common first 
radius extending from a center of the support member 190 (see Fig. 20 of Eisele) and a 
second plurality of circumferentially spaced apart drug compartments disposed about a 
second substantially longer radius extending from the center (see Fig. 6A-6C of 
Johnson). 

49. As to claim 64, Eisele discloses that the tab 1 96 (Fig. 20) comprises an 
elastomeric material (plastic, paragraph [0037], In. 11) that has increased structural 
rigidity relative to that of the floor sealant material 192 (since the sealant material is foil, 
the plastic tab would have a higher structural rigidity than the sealant material, 
paragraph [0037], In. 4). 

50. Claims 57 rejected under 35 U.S.C. 103(a) as being unpatentable over Eisele et 
al. 

51 . Eisele discloses the claimed invention except that the plurality of drug 
compartments is at least 60. However, choosing the number of drug compartments is a 
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design consideration and it would have been obvious to one of ordinary skill in the art at 
the time the invention was made to modify the system of Eisele to include at least 60 
drug compartments in order to provide a suitable amount of doses to treat a particular 
patient's needs. 

Conclusion 

52. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Anderson et al. (US Patent Publication 2004/0099676). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to VALERIE SKORUPA whose telephone number is 
(571 )270-1479. The examiner can normally be reached on Monday - Friday, 8:00 a.m. - 
5:00 p.m., EST, alternate Fridays. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Justine Yu can be reached on (571 )272-4835. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/VALERIE SKORUPA/ 
Examiner, Art Unit 3771 



/Justine R Yu/ 

Supervisory Patent Examiner, Art Unit 3771 



